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Reply to Office Action of July 1, 2003 



Attorney Dockt: P67O02US0 



REMARKS 

In this Amendment, Applicant has amended Claims 19 and 25 to further specify 
the invention and overcome the rejections. It is respectfully submitted that no new matter 
has been introduced by the amended claims. All claims are now present for examination 
and favorable reconsideration is respectfully requested in view of the preceding 
amendments and the following comments. 

REJECTIONS UNDER 35 U.S.C. § 112 : 

Claims 19-31 have been rejected under 35 U.S.C. § 112, second paragraph, as 
allegedly being indefinite for failing to particularly point out and distinctly claim the 
subject matter which Applicant regards as the invention. Applicant traverses the 
rejection. 

It is respectfully submitted that in view of presently claimed invention, the 
rejection has been overcome. In particular, Applicant respectfully submits that "linking 
agent" in the field of the present invention is well understood by a person of ordinary 
skill in the art. A compound may be used as a linking agent, i.e. as a chemical bridge, if 
it has a small size molecule and retains one or more groups capable of reacting with an 
enzyme. Applicant preferably uses glutarite dialdehyde as a linking agent. It is also 
known that cyanuric chloride (trichlorotriazinc) and others can be used as linking agents 
(See attached article in Russia (English translation will be provided in a supplemental 
response): Immobilized Enzymes: An Introduction and Applications in Biotechnology. 
Michael D. TREVAN, Senior Lecture in Biotechemistry, The Hatfield Polytechnic, John 
Wiley & Sons Chichester • New York * Brisbane * Toronto). Moreover, Claim 19 further 
specifies the mass % amounts of linking agent, insulin and erythrocytes. Please note that 
the previously presented Claim 19 uses proportion measurement. In this amendment, 
Applicant uses mass % measurement. Except for the different ways of measurement, 
there is no change in the amounts of different ingredients. In addition, Claim 25 has been 
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rephrased to specify that the linking agent is glutarite dialdehyde. By this amendment, all 
other claims also overcome this rejection due to their dependency on Claims 19 and 25. 
Accordingly, withdrawal of the rejection under 35 U.S.C. § 1 12 is respectfully requested. 

REJECTIONS UNDER 35 U.S.C. $ 103 : 

Claims 19 - 31 have been rejected under 35 U.S.C. § 103, as allegedly being 
obvious and unpatentable over Morenkova (Derwent abstract, ACC-NO: 1997-041104) 
in view of : Cho~eraL(US5,665,700). The Examiner points outlnlhe office" acfionTfiatj 
given the publication of Morenkowa, the present invention only differs in the use of 
another amount of the linking agent, 0.05-0.15%, which reduced toxicity of the medicine. 
The Examiner believes that the above effect obtained is obvious to a person skilled in the 
art. Applicant traverses the rejection. 

Although it is known that reducing the amount of a linking agent results in 
reduction of the medicine toxicity. It is, however, not obvious for one skilled in the art at 
all whether the reduction of the linking agent, in particular glutarite dialdehyde, would 
also result in the deterioration of the medicine quality. More specifically, it is not 
obvious whether an increased content of glucose in blood will occur after using the 
medicine with reduced linking agent comparing to using the medicine with higher level 
linking agent. All previous experiments attested to the contrary - it was not possible to 
further reduce the amount of linking agent as it would lead to a dramatic deterioration of 
the quality of the medicine. For example, in Morenkova, glutarite dialdehyde is not 
decreased below 0.15% in the final concentration. However, after Applicant carried out 
additional research in the present invention, Applicant unexpectedly discovered the 
presently claimed medicine having insulin, erythrocytes and a linking agent within the 
specified mass % without deterioration of its main function as an insulin-containing 
medicine. Therefore, it is not obvious to a person of ordinary skill in the art to discern 
the present invention. 
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In summary, neither Morenkova nor Cho et al. have suggestion or incentive to 
combine these two references together to achieve the present invention. Even if 
combined, Morenkova and Cho et al. do not teach or suggest the present invention as in 
the Claims 19-31. Accordingly, Applicant respectfully requests that the rejection under 
35 U.S.C. §103 be withdrawn. 

Having overcome all outstanding grounds of rejection, the application is now in 
condition for allowance, and prompt action toward that end is respectfully solicited. 



Respectfully submitted, 



JACOBSON HOLMAN PLLC 



400 Seventh Street, N.W. 
Washington, D.C. 20004 
JCH/jc 



Date: September 30, 2003 
(202) 638-6666 
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